
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 10-1/25  on October 06, 2025

N Trade name
Common name of the 

active substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country
Legal status 
for supply

Conclusion 
number and date

1 Furagin-Usolye furazidin tablets 50mg; (30/3x10/) in blister
JSC "Usolye-Sibirsky Chemical and 

Pharmaceutical Plant", 665462, Irkutsk 
region, Usolye-Sibirskoye

Russia
JSC "Usolye-Sibirsky Chemical 

and Pharmaceutical Plant", 
665462, Irkutsk region, Usolye-

Sibirskoye

Russia PoM 23472 06.10.2025 

2 Foraget
budesonide, formoterol 
(formoterol fumarate 

dihydrate)

suspension, 
pressurised 
inhalation

200mcg/dose+6mcg/dose; 
aluminium container (120 
dose) with pump dispenser

Getz Pharma (Pvt.) Limited, 29-30/27, 
Korangi Industrial Area, Karachi 74900 Pakistan

Getz Pharma (Pvt.) Limited, 29-
30/27, Korangi Industrial Area, 

Karachi 74900
Pakistan PoM 23473 06.10.2025

3 CIPROPHTIN ciprofloxacin (ciprofloxacin 
hydrochloride)

drops eye 3mg/ml; 10ml plastic vial-
dropper

DOSFARM LLP, 050034, Almaty city, 
Chaplygin str. 3

Kazakhstan DOSFARM LLP, 050034, 
Almaty city, Chaplygin str. 3

Kazakhstan 23474 06.10.2025

4 Protamin sulfat Galenika protamine sulphate
solution for 
injection

50mg/5ml; (5) ampoules 
5ml

Galenika a.d., Beograd, Batajnicki drum 
b.b.,11080 Belgrade- secondary packager, 

quality control (physicochemical), 
batch releaser, Mefar Ilac Sanayii A.S., 
Ramazanoglu Mah. Ensar Cad. No. 20, 

Kurtoy-Pendik, 34906 Istanbul, Turkey- 
bulk manufacturer, primary packager, 

Faculty of Pharmacy, University of 
Belgrade, Vojvode Stepe 450, 11000 

Belgrade, Serbia- quality control 
(microbiological) 

Serbia
Galenika a.d., Beograd, 

Batajnicki drum b.b., 11080 
Belgrade 

Serbia PoM 23475 06.10.2025

5 BROMHECOMB-
PHARMSTANDARD

bromhexine (bromhexine 
hydrochloride), 

guaifenesin, salbutamol 
(salbutamol sulfate)

tablets 8mg+100mg+2mg; 
(20/2x10) in blister

Pharmstandard-Leksredstva JSC, Kursk 
region, Kursk, Agregatnaya 2nd str., 1a/18 

Russia
Pharmstandard-Leksredstva 
JSC, 305022, Kursk region, 

Kursk, Agregatnaya 2nd str., 
1a/18 

Russia PoM 23476 06.10.2025



6 Ketoprofen-LOR-
Pharmstandard

ketoprofen solution rinse 16mg/g; plastic bottle 
200ml

Pharmstandard-Leksredstva JSC, Kursk 
region, Kursk, Agregatnaya 2nd str., 1a/18 

Russia
Pharmstandard-Leksredstva 
JSC, 305022, Kursk region, 

Kursk, Agregatnaya 2nd str., 
1a/18

Russia OTC 23477 06.10.2025

7 Eralis tadalafil tablets film-
coated

5mg; (84/7x12) in blister

A LAB PHARMACEUTICALS LLC, 
Kochinyan 13/16, Yerevan- packager, 
quality control, batch releaser, RELAX 
BIOTECH PVT. LTD, 862/1, G.I.D.C., 
MAKARPURA, BARODA- 390010, 

India- bulk manufacturer 

Republic of Armenia A LAB PHARMACEUTICALS 
LLC, Kochinyan 13/16, Yerevan

Republic of 
Armenia

PoM 23478 06.10.2025

8 Eralis tadalafil tablets film-
coated

20mg; (4/1x4) in blister

A LAB PHARMACEUTICALS LLC, 
Kochinyan 13/16, Yerevan- packager, 
quality control, batch releaser, RELAX 
BIOTECH PVT. LTD, 862/1, G.I.D.C., 
MAKARPURA, BARODA- 390010, 

India- bulk manufacturer 

Republic of Armenia A LAB PHARMACEUTICALS 
LLC, Kochinyan 13/16, Yerevan

Republic of 
Armenia

PoM 23479 06.10.2025



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 10-1/25  on October 06, 

2025

N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, presentation
All manufacturing sites involved in 
the medicinal product manufactur-

ing process (name, location)
Country Registration certificate holder 

(name, location)
Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Chophytol cynara scolymus extract solution oral 200mg/ml; 120ml glass bottle
Laboratoires MAYOLY SPINDLER, 
6 avenue de l̀  Europe, 78400 Chatou France

Laboratoires MAYOLY 
SPINDLER, 6 avenue de l̀  

Europe, 78400 Chatou
France OTC

23489 (011237) 
06.10.2025

2 Ergoferon

affinity purified antibodies to 
human interferon gamma, 

affinity purified antibodies to 
histamine, affinity purified 

antibodies to CD4

tablets to be 
sucked

10000MAU+10000MAU+10000MAU; 
(20/1x20/) in blister

NPF Materia Medica Holding LLC, 
54, Buguruslanskaya st., Chelyabinsk 

454139 
Russia

NPF Materia Medica Holding 
LLC, 9 bld., 3rd Samotyochny 

per., Moscow 127473
Russia OTC

23490 (000076) 
06.10.2025

3 Furosemide furosemide
solution for i/v 

and i/m injection
10mg/ml; (10) ampoules 2ml, (10) 
ampoules 2ml label banderol, (10) 

ampoules 2ml dividella

Open joint stock company "Borisovs-
kiy zavod medicinskikh preparatov" 

64, Chapaev str., Borisov 222518, 
Minsk region

Republic of 
Belarus

Open joint stock com-
pany "Borisovskiy zavod 

medicinskikh preparatov" 64, 
Chapaev str., Borisov 222518, 

Minsk region

Republic of 
Belarus PoM

23491 (002465) 
06.10.2025

4 Tanakan ginkgo biloba leaves extract tablets film-
coated

40mg; (30/2x15/) in blister, (90/6x15/) 
in blister

Beaufour Ipsen Industrie, rue Ethe 
Virton, 28100 Dreux 

France Beaufour Ipsen Industrie, rue 
Ethe Virton, 28100 Dreux 

France OTC 23492 (003559) 
06.10.2025

5 Enciale Forte essential phospholipids capsules 300mg; (50/5x10/) in blister
Minskintercaps U.V., 26/3, Inzhener-

naya str., 220075, Minsk 
Republic of 

Belarus
Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, 
Minsk

Republic of 
Belarus OTC

23493 (016434) 
06.10.2025

6 Dapafors dapagliflozin
tablets film-

coated
10mg; (30/3x10/) in blister; (90/9x10/) 

in blister
KRKA d.d., Novo mesto, Smarjeska 

cesta 6, 8501 Novo Mesto Slovenia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto

Slovenia PoM
23494 (002432) 

06.10.2025



7 Diclofenac diclofenac (diclofenac sodium)
ointment for 
external use 10mg/g; aluminium tube 30g

Open joint stock company "Borisovs-
kiy zavod medicinskikh preparatov" 

64, Chapaev str., Borisov 222518, 
Minsk region

Republic of 
Belarus

Open joint stock com-
pany "Borisovskiy zavod 

medicinskikh preparatov" 64, 
Chapaev str., Borisov 222518, 

Minsk region

Republic of 
Belarus

OTC 
M

23495 (016196) 
06.10.2025

8 Vespireit
buspiron (buspiron hydrochlo-

ride)
tablets pro-

longed-release
15mg; (30/3x10/) in blister, (60/6x10/) 

in blister
Valenta Pharm JSC, 141108, 

Moscow Region, Shchelkovo, 
Fabrichnaya St., 2.

Russia
Valenta Pharm JSC, 141108, 

Moscow Region, Shchelkovo, 
Fabrichnaya St., 2.

Russia PoM
23496 (004585) 

06.10.2025

9 Psilo-Balsam diphenhydramine (diphenhydr-
amine hydrochloride)

gel 10mg/g; aluminium tube 20g, aluminium 
tube 50g

Nizhpharm JSC, 603105, Nizhny 
Novgorod, Salganskaya st., 7, build. 
1- quality control, batch releaser, 
Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7, Russia- 
bulk manufacturer, packager 

Russia
Nizhpharm JSC, 603105, 

Nizhny Novgorod, Salgans-
kaya st., 7

Russia OTC 23497 (015068) 
06.10.2025

10 Spazmaton

metamizole (metamizole 
sodium), pitofenone (pitofenone 
hydrochloride), fenpiverinium 

bromide

solution for i/m 
injection

500mg/1ml+2mg/1ml+0,02mg/1ml; 
(10) ampoules 5ml label banderol, (10) 
ampoules 5ml dividella, (10) ampoules 

5ml CAMA

Open joint stock company "Borisovs-
kiy zavod medicinskikh preparatov" 

64, Chapaev str., Borisov 222518, 
Minsk region

Republic of 
Belarus

Open joint stock com-
pany "Borisovskiy zavod 

medicinskikh preparatov" 64, 
Chapaev str., Borisov 222518, 

Minsk region

Republic of 
Belarus PoM

23498 (002987) 
06.10.2025

11 Dostinex cabergoline tablets
0,5mg; (2) in plastic bottle, (8) in plastic 

bottle
Pfizer Italia S.r.L., Localita Marino del 

Tronto, 63100 Ascoli Piceno (AP) Italy
Pfizer Inc., 66 Hudson 

Boulevard East, New York, 
NY 10001-2192

USA PoM
23499 (003540) 

06.10.2025

12 Blemaren
citric acid, potassium hydrogen-

carbonate, sodium citrate
tablets efferves-

cent
1197mg+967,5mg+835,5mg; (80/4x20/) 

plastic tube
C/Solana, 26, Torrejon de Ardoz, 

28850 Madrid Spain
Aristo Pharma GmbH, Wal-
lenroder strasse 8-10, 13435, 

Berlin
Germany PoM

23500 (000907) 
06.10.2025

13 Tabex cytisine tablets film-
coated

1,5mg; (100/5x20/) in blister Sopharma JSC, str. Iliensko shosse 16, 
1220 Sofia

Bulgaria Sopharma JSC, str. Iliensko 
shosse 16, 1220 Sofia

Bulgaria OTC 23501 (018639) 
06.10.2025

14 Rufixalo rivaroxaban
tablets film-

coated 2,5mg; (56/4x14/) in blister

Alkaloid AD Skopje, Blvd. Aleksan-
dar Makedonski 12, 1000 Skopje- 
batch releaser, PharOS MT Ltd, 
HF62X, Hal Far Industrial Estate, 

Birzebbugia BBG, 3000, Malta- bulk 
manufacturer, packager, quality 

control 

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje

Republic of 
North Mace-

donia
PoM

23482 (010551) 
06.10.2025



15 Rufixalo rivaroxaban
tablets film-

coated
10mg; (10/1x10/) in blister, (30/3x10/) 

in blister

Alkaloid AD Skopje, Blvd. Aleksan-
dar Makedonski 12, 1000 Skopje- 
batch releaser, PharOS MT Ltd, 
HF62X, Hal Far Industrial Estate, 

Birzebbugia BBG, 3000, Malta- bulk 
manufacturer, packager, quality 

control 

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje

Republic of 
North Mace-

donia
PoM

23483 (010551) 
06.10.2025

16 Rufixalo rivaroxaban
tablets film-

coated
15mg; (28/2x14/) in blister, (42/3x14/) 

in blister

Alkaloid AD Skopje, Blvd. Aleksan-
dar Makedonski 12, 1000 Skopje- 
batch releaser, PharOS MT Ltd, 
HF62X, Hal Far Industrial Estate, 

Birzebbugia BBG, 3000, Malta- bulk 
manufacturer, packager, quality 

control 

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje

Republic of 
North Macedonia PoM

23484 (010551) 
06.10.2025

17 Rufixalo rivaroxaban
tablets film-

coated 20mg; (28/2x14/) in blister

Alkaloid AD Skopje, Blvd. Aleksan-
dar Makedonski 12, 1000 Skopje- 
batch releaser, PharOS MT Ltd, 
HF62X, Hal Far Industrial Estate, 

Birzebbugia BBG, 3000, Malta- bulk 
manufacturer, packager, quality 

control 

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje

Republic of 
North Macedonia PoM

23485 (010551) 
06.10.2025

18 Grippoton Sashe
paracetamol, pheniramine 

(pheniramine maleate), ascorbic 
acid

powder for oral 
solution 325mg+25mg+220mg; (10) sachets

Pharmtechnology LLC, Korzhen-
evskogo str., 22, 220024, Minsk 

Republic of 
Armenia

Giga Farm LLC, Gogunca 
str.3/5, Gyumri 

Republic of 
Armenia OTC

23486 (015255) 
06.10.2025

19 FLOXADEX ciprofloxacin (ciprofloxacin 
hydrochloride), dexamethasone

drops eye/ear 
(suspension)

3mg/ml+1mg/ml; plastic vial-dropper 
10ml

Liqvor CJSC, 0089, Yerevan, str. 
Kochinyan, 7/9

Republic of 
Armenia

Liqvor CJSC, 0089, Yerevan, 
str. Kochinyan, 7/9

Republic of 
Armenia

PoM 23487 (021646) 
06.10.2025



LIST

of the variations requiring registration approved by the Center according to the meeting decision  N 10-1/25  on October 06, 2025

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country
Legal status 
for supply

Conclusion number 
and date

1
AFOBAZOL 
RETARD- 

Oticipharm Pro

fabomotizole (fabomotizole 
dihydrochloride)

tablets 
prolonged-

release
30mg; (20/1x20/) in blister

JSC "Oticipharm Pro", Kaliningrad region, 
Zelenogradsky m.d., ter. Industrial park 
Khrabrovo, Innovatorov 6 str., building 

1, 238315
Russia

JSC "Oticipharm Pro", Kalinin-
grad region, Zelenogradsky m.d., 
ter. Industrial park Khrabrovo, 
Innovatorov 6 str., building 1, 

238315

Russia OTC 23471 06.10.2025



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision  N 10-1/25  on October 06, 2025

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Salbutamol salbutamol (salbutamol sulfate)
aerosol for 

inhalation, dosed
100mcg/dose; 200 doses 

(12ml) aluminium container 
with pump dispenser

Binnopharm JSC, 3, building 1, Konstruktora 
Guskova str., Zelenograd, Moscow, 124460 Russia

Binnopharm JSC, 3, building 
1, Konstruktora Guskova str., 
Zelenograd, Moscow, 124460

Russia PoM 23502 06.10.2025

2
Clindamycin ABR 

600mg capsules, hard
clindamycin (clindamycin 

hydrochloride) capsules hard 600mg; (12/2x6/) in blister
Balkanpharma-Razgrad AD, 68 Aprilsko 

Vastanie Blvd, 7200 Razgrad Bulgaria
Antibiotic-Razgrad AD, 68, 

Aprilsko vastanie Blvd, Razgrad, 
7200

Bulgaria PoM 23503 06.10.2025

3 Sildenafil sildenafil (sildenafil citrate)
tablets film-

coated 100mg; (4/1x4/) in blister
REPLEK FARM Ltd. Skopje, 188 str. Kozle, 

1000 Skopje 
Republic 
of North 

Macedonia

Esculap Ltd., 17/2, 1 block, 
Davidashen, 0054, Yerevan Republic of Armenia PoM 23504 06.10.2025



LIST

of the medicines with extented of the regitration certificate term by the Center according to the meeting decision  N 10-1/25  on October 06, 2025

N Trade name Common name of 
the active substance 

Pharmaceutical form Strength and packaging, presenta-
tion

All manufacturing sites involved in 
the medicinal product manufacturing 

process (name, location)
Country Registration certificate holder 

(name, location)
Country

Legal 
status for 
supply

Conclusion number 
and date

1 Plasmo-Tech 6 hydroxyethyl starch solution for infusion

60mg/ml; 50ml plastic pack, 100ml 
plastic pack, 200ml plastic pack, 
250ml plastic pack, 400ml plastic 
pack, 500ml plastic pack, 1000ml 

plastic pack

PharmaTech CJSC, 0064, Yerevan, 
Raffi str. 111

Republic of 
Armenia

PharmaTech CJSC, 0064, 
Yerevan, Raffi str. 111

Republic of 
Armenia PoM 23505 06.10.2025

2 Traumeel

achillea millefolium 
MT, aconitum 

napellus D1, arnica 
montana D3, atropa 

bella-donna D1, 
bellis perennis MT, 
calendula officinalis 
MT, echinacea MT, 
echinacea purpurea 

MT,hamamelis 
virginiana MT, 
hepar sulfuris 

D6, hypericum 
perforatum 

D6, matricaria 
recutita MT, 

mercurius solubilis 
Hahnemanni 

D6, symphytum 
officinale D4

ointment

0,9mg/g+0,5mg/g+15mg/g+0,5mg/
g+1mg/g+4,5mg/g+1,5mg/g+1,5mg/

g+4,5mg/g+0,25mg/g+0,9mg/
g+1,5mg/g+0,4mg/g+1mg/g; 50g 

aluminium tube

Biologische Heilmittel Heel GmbH, 
Dr.-Reckeweg-Strasse 2-4, 76532 

Baden-Baden
Germany

Biologische Heilmittel Heel 
GmbH, Dr.-Reckeweg-Strasse 

2-4, 76532 Baden-Baden
Germany OTC 23506 06.10.2025



3 Traumeel

achillea millefolium 
D3, aconitum 

napellus D2, arnica 
montana D2, atropa 

bella-donna D2, 
bellis perennis D2, 
calendula officinalis 
D2, echinacea D2, 

echinacea purpurea 
D2, hamamelis 
virginiana D1, 
hepar sulfuris 

D6, hypericum 
perforatum 

D2, matricaria 
recutita D3, 

mercurius solubilis 
Hahnemanni 

D6, symphytum 
officinale D6

solution for injection

2,2mg/2,2ml+1,32mg/2,2ml+2,2m
g/2,2ml+2,2mg/2,2ml+1,1mg/2,2

ml+2,2mg/2,2ml+0,55mg/2,2ml+0
,55mg/2,2ml+0,22mg/2,2ml+2,2m
g/2,2ml+0,66mg/2,2ml+2,2mg/2,2
ml+1,1mg/2,2ml+2,2mg/2,2ml (10) 
ampoules 2,2ml, (100) ampoules 

2,2ml

Biologische Heilmittel Heel GmbH, 
Dr.-Reckeweg-Strasse 2-4, 76532 

Baden-Baden
Germany

Biologische Heilmittel Heel 
GmbH, Dr.-Reckeweg-Strasse 

2-4, 76532 Baden-Baden
Germany PoM 23507 06.10.2025

4
LEVOFLOXACIN-

ASTERIA levofloxacin tablets film-coated
500mg; (10/1x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-Si, 
Chungcheongbuk-do 

Republic of Korea
Asteria LLC, 28 Tigran Mets 
str., office 24, 0018 Yerevan

Republic of 
Armenia PoM 23508 06.10.2025

5 Credanil 25/250 levodopa, carbidopa tablets 250mg+25mg (50/5x10/) in blister
Remedica Ltd, Aharnon street, 
Limassol Industrial Estate, 3056 

Limassol
Cyprus

Remedica Ltd, Aharnon street, 
Limassol Industrial Estate, 3056 

Limassol
Cyprus PoM 23509 06.10.2025

6 RINOFLUIMUCIL
acetylcysteine, 

tuaminoheptane 
(tuaminoheptane 

sulfate)

spray nasal 10mg/ml+5mg/ml; glass bottle with 
nebulizer 10ml

Zambon S.P.A., Via della Chimica, 9, 
Vicenza, 36100 

Italy Zambon S.P.A., Via Lillo del 
Duca, 10, Bresso, 20091

Italy OTC 23510 06.10.2025

7
DICLOFENAC-

ASTERIA
diclofenac (diclofenac 

sodium) tablets
50mg; (20/2x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-Si, 
Chungcheongbuk-do 

Korea South
Asteria LLC, 28 Tigran Mets 
str., office 24, 0018 Yerevan

Republic of 
Armenia OTC 23511 06.10.2025

8
DICLOFENAC-

ASTERIA
diclofenac (diclofenac 

sodium) tablets
100mg; (20/2x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-Si, 
Chungcheongbuk-do 

Korea South
Asteria LLC, 28 Tigran Mets 
str., office 24, 0018 Yerevan

Republic of 
Armenia PoM 23512 06.10.2025



9 CLACIN-ASTERIA clarithromycin tablets film-coated
500mg; (10/1x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-si, 
Chungcheongbuk-do 

Republic of Korea
Asteria LLC, 28 Tigran Mets 
str., office 24, 0018 Yerevan

Republic of 
Armenia PoM 23513 06.10.2025

10 FLUCINAR fluocinolone 
acetonide

ointment for external 
use

0,25mg/g; aluminium tube 15g
Pharmaceutical Company Jelfa S.A., 

ul. Wincentego Pola 21, 58-500 
Jelenia Gora 

Poland
BAUSCH HEALTH 

IRELAND LIMITED, 3013 
Lake Drive, Citywest Business 
Campus, Dublin 24, D24 PPT3

Ireland PoM 23514 06.10.2025

11 Hexaspray biclotymol aerosol for local use 750mg/30g; 30g glass bottle with 
pump dispenser

Laboratoires Bouchara-Recordati, 
Parc Mecatronic 03410 Saint Victor 

France
Laboratoires Bouchara-
Recordati, Immeuble le 

Wilson, 70 avenue du General 
de Gaulle, 92800 Puteaux 

France OTC 23515 06.10.2025



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 10-1/25  on October 06, 

2025

N Trade name
Common name of the 

active substance 
Pharmaceutical 

form Strength and packaging, presentation
All manufacturing sites involved in 

the medicinal product manufacturing 
process (name, location)

Country
Registration certificate holder 

(name, location) Country

Legal 
status 
for 

supply

Conclusion number 
and date

1
LEVOFLOXACIN-

ASTERIA levofloxacin
tablets film-

coated
500mg; (10/1x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-Si, 
Chungcheongbuk-do 

Republic of 
Korea

Asteria LLC, 28 Tigran Mets str., 
office 24, 0018 Yerevan

Republic of 
Armenia PoM 19571/1/1 06.10.2025

2
Pemetrexed Seacross 

100mg
pemetrexed (pemetrexed 
disodium heptahydrate)

powder for 
concentrate 

for solution for 
infusion

100mg;  glass vial

SEACROSS PHARMACEUTICALS 
LIMITED, BEAUMONT BUSINESS 

CENTRES, 6 SNOW HILL, 
LONDON, EC1A 2AY- batch releaser, 

Sichuan Huiyu Pharmaceuticals 
Co.,Ltd, Building 3, No.333, Hanyang 

Road, Shizhong District, Neijiang, 
Sichuan, China- bulk manufacturer, 

packager, quality control 

UK

SEACROSS 
PHARMACEUTICALS 
LIMITED, BEAUMONT 

BUSINESS CENTRES, 6 SNOW 
HILL, LONDON, EC1A 2AY

UK PoM 20773/1/1 06.10.2025

3
Pemetrexed Seacross 

500mg
pemetrexed (pemetrexed 
disodium heptahydrate)

powder for 
concentrate 

for solution for 
infusion

500mg; glass vial

SEACROSS PHARMACEUTICALS 
LIMITED, BEAUMONT BUSINESS 

CENTRES, 6 SNOW HILL, 
LONDON, EC1A 2AY- batch releaser, 

Sichuan Huiyu Pharmaceuticals 
Co.,Ltd, Building 3, No.333, Hanyang 

Road, Shizhong District, Neijiang, 
Sichuan, China- bulk manufacturer, 

packager, quality control 

UK

SEACROSS 
PHARMACEUTICALS 
LIMITED, BEAUMONT 

BUSINESS CENTRES, 6 SNOW 
HILL, LONDON, EC1A 2AY

UK PoM 20774/1/1 06.10.2025

4 Azithromycin-Asteria
azithromycin 

(azithromycin dihydrate)
tablets film-

coated 250mg; (6/1x6/) in blister

ONE PHARMA INDUSTRIAL 
PHARMACEUTICAL COMPANY 

SOCIETE ANONYME, 60th km 
N.N.R. Athinon-Lamias, Sximatari 

Voiotias, 32009 

Greece
Asteria LLC, 72/3 Nairi Zaryan str., 

0051 Yerevan
Republic of 
Armenia PoM 22396/1/1 06.10.2025



5 Azithromycin-Asteria
azithromycin 

(azithromycin dihydrate)
tablets film-

coated 500mg; (3/1x3/) in blister

ONE PHARMA INDUSTRIAL 
PHARMACEUTICAL COMPANY 

SOCIETE ANONYME, 60th km 
N.N.R. Athinon-Lamias, Sximatari 

Voiotias, 32009 

Greece
Asteria LLC, 72/3 Nairi Zaryan str., 

0051 Yerevan
Republic of 
Armenia PoM 22397/1/1 06.10.2025

6 Nicorette nicotine
gum chewing 
with menthol 

flavour

2mg; (15/1x15/) in blister, (30/2x15/) in 
blister, (105/7x15/) in blister

McNeil AB Norrbroplatsen 2, 
Helsingborg, 25109 Switzerland

JTNL LLC, 121614, Moscow, 
Krylatskaya intercity municipal 

district, Krylatskaya str., 17, bld. 3
Russia PoM 20578/1/1 06.10.2025

7 Nicorette nicotine
gum chewing 
with menthol 

flavour

4mg; (15/1x15/) in blister, (30/2x15/) in 
blister, (105/7x15/) in blister

McNeil AB Norrbroplatsen 2, 
Helsingborg, 25109 Switzerland

JTNL LLC, 121614, Moscow, 
Krylatskaya intercity municipal 

district, Krylatskaya str., 17, bld. 3
Russia OTC 20579/1/1 06.10.2025

8
AFOBAZOL 
RETARD- 

Oticipharm Pro

fabomotizole (fabomotizole 
dihydrochloride)

tablets 
prolonged-

release
30mg; (20/1x20/) in blister

Pharmstandard-Leksredstva JSC, 
305022, Kursk oblast, Kursk, 
Agregatnaya 2nd str., 1a/18  

Russia

JSC "Oticipharm Pro", Kaliningrad 
region, Zelenogradsky m.d., 

ter. Industrial park Khrabrovo, 
Innovatorov 6 str., building 1, 

238315 

Russia OTC 20993/1/1 06.10.2025

9 Pentalgin-Oticipharm 
Pro

paracetamol, naproxen, 
caffeine, drotaverine 

(drotaverine 
hydrochloride), 

pheniramine (pheniramine 
maleate)

tablets film-
coated

325mg+100mg+50mg+40mg+10mg; 
(12/1x12/) in blister, (24/2x12/) in 

blister

Pharmstandard-Leksredstva JSC, Kursk 
region, Kursk, Agregatnaya 2nd str., 

1a/18 
Russia

JSC "Oticipharm Pro", Kaliningrad 
region, Zelenogradsky m.d., 

ter. Industrial park Khrabrovo, 
Innovatorov str., 6, building 1, 

238315 

Russia OTC 21673/1/1 06.10.2025

10 Mecol chloramphenicol, 
methyluracil

ointment for 
external use

7,5mg/g+40mg/g; aluminium tube 40g
Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov" 64, 
Chapaev str., Borisov 222518, Minsk 

region

Republic of 
Belarus

Open joint stock company 
"Borisovskiy zavod medicinskikh 

preparatov" 64, Chapaev str., 
Borisov 222518, Minsk region

Republic of Belarus OTC 19878/1/3 06.10.2025

11
Codelac Broncho 

with thyme-
Oticipharm

ambroxol (ambroxol 
hydrochloride), 

glycyrrhizic acid trisodium 
(sodium glycyrrhizinate), 

thyme extract

syrup

10mg/5ml+30mg/5ml+500mg/5ml; 
100ml glass bottle and measuring 

spoon, 200ml glass bottle and 
measuring spoon

Pharmstandard-Leksredstva JSC, Kursk 
oblast, Kursk, Agregatnaya 2nd str., 

1a/18  
Russia

JSC JSC "Oticipharm", Testovskaya 
street, 10, flr.12, room II, off. 29, 

Moscow 123112 
Russia OTC 21335/2/1 06.10.2025

12 CLACIN-ASTERIA clarithromycin
tablets film-

coated
500mg; (10/1x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-si, 
Chungcheongbuk-do 

Korea South
Asteria LLC, 28 Tigran Mets str., 

office 24, 0018 Yerevan 
Republic of 
Armenia PoM 19540/1/1 06.10.2025



13 Vurdon-Neo diclofenac (diclofenac 
diethylammonium)

gel for external 
use

10mg/g; aluminium tube 25g Help S.A., Pedini Ioanninon, Ioannina, 
45500 

Greece Help S.A., 10 Valaoritou str., GR 
14452 Metamorphosis, Attica

Greece OTC 19811/1/1 06.10.2025

14 Teraligen retard
alimemazine (alimemazine 

tartrate)
tablets sustained-

release film-
coated

20mg; (30/3x10/) in blister
Valenta Pharm JSC, 141108, Moscow 
Region, Shchelkovo, Fabrichnaya St., 2 Russia

Valenta Pharm JSC, 141108, 
Moscow Region, Shchelkovo, 

Fabrichnaya St., 2
Russia PoM 20201/1/1 06.10.2025

15 Rotarix
human rotavirus vaccine 

live suspension oral
not less than 10̂ 6CCID 5̂0/dose; (50) 

plastic tube 1.5ml (1 dose), (5/1x5/) 
plastic tube 1,5ml (1dose) in blister

GlaxoSmithKline Biologicals s.a., Rue 
de l̀  Institut, 89 B-1330 Rixensart-
batch releaser, GlaxoSmithKline 
Biologicals SA, Parc de la Noire 

Epine Rue Fleming, 20,1300 Wavre, 
Belgium- bulk manufacturer, quality 

control, packager 

Belgium
GlaxoSmithKline Biologicals 

s.a., Rue de l̀  Institut, 89 B-1330 
Rixensart 

Belgium PoM 20908/5/1 06.10.2025

16 Diospey diosmin, hesperidin
tablets film-

coated 450mg+50mg; (30/2x15/) in blister
Help S.A., Pedini Ioanninon, Ioannina, 

45500 Greece
SPEY  MEDICAL LTD, Lynton 
House 7-12 Tavistock Square, 

London, WC1H 9LT
UK OTC 20912/2/2 06.10.2025



LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 10-1/25  on October 06, 

2025

N Trade name Common name of the 
active substance 

Pharmaceutical 
form

Strength and packaging, 
presentation

All manufacturing sites involved in 
the medicinal product manufacturing 

process (name, location)
Country Registration certificate 

holder (name, location)
Country

Legal 
status for 
supply

Conclusion number and 
date

1 Plasmo-Tech 6 hydroxyethyl starch solution for 
infusion

60mg/ml; 50ml plastic pack, 
100ml plastic pack, 200ml 
plastic pack, 250ml plastic 
pack, 400ml plastic pack, 

500ml plastic pack, 1000ml 
plastic pack

PharmaTech CJSC, 0064, Yerevan, Raffi 
str. 111

Republic of 
Armenia

PharmaTech CJSC, 0064, 
Yerevan, Raffi str. 111

Republic of 
Armenia

PoM 19229/1 06.10.2025

2 Puregon
follitropin beta 
(recombinant)

solution for s/c 
injection

300IU/0,36ml;  cartridge 
0,42ml and (6/2x3/) needles

N.V. Organon, Molenstraat 110, 5342 
CC OSS- secondary packager, quality 
control, batch releaser (legal address- 
N.V. Organon, Kloosterstraat 6, 5349 

AB Oss, the Netherlands), Vetter 
Pharma-Fertigung GmbH & Co. KG, 
Mooswiesen 2, Ravensburg, Baden-

Wuerttemberg, 88214, Germany- bulk 
manufacturer, primary packager 

the 
Netherlands

Organon Central East 
GmbH, Weystrasse 20, 

6006 Luzern
Switzerland PoM 22669/2 06.10.2025

3 Puregon
follitropin beta 
(recombinant)

solution for s/c 
injection

600IU/0,72ml;  cartridge 
0,78ml and (6/2x3/) needles

N.V. Organon, Molenstraat 110, 5342 
CC OSS- secondary packager, quality 
control, batch releaser (legal address- 
N.V. Organon, Kloosterstraat 6, 5349 

AB Oss, the Netherlands), Vetter 
Pharma-Fertigung GmbH & Co. KG, 
Mooswiesen 2, Ravensburg, Baden-

Wuerttemberg, 88214, Germany- bulk 
manufacturer, primary packager 

the 
Netherlands

Organon Central East 
GmbH, Weystrasse 20, 

6006 Luzern
Switzerland PoM 22670/2 06.10.2025



4 Traumeel

achillea millefolium 
D3, napellus D2, arnica 

montana D2, atropa 
bella-donna D2, bellis 
perennis D2, calendula 
officinalis D2, echinacea 
D2, echinacea purpurea 

D2, hamamelis virginiana 
D1, hepar sulfuris D6, 

hypericum perforatum 
D2, matricaria recutita 
D3, mercurius solubilis 

Hahnemanni D6, 
symphytum officinale D6

solution for 
injection

2,2mg/2,2ml+1,32mg/2,2
ml+2,2mg/2,2ml+2,2mg/
2,2ml+1,1mg/2,2ml+2,2m
g/2,2ml+0,55mg/2,2ml+0
,55mg/2,2ml+0,22mg/2,2
ml+2,2mg/2,2ml+0,66m
g/2,2ml+2,2mg/2,2ml+1-
,1mg/2,2ml+2,2mg/2,2ml 
(10) ampoules 2,2ml, (100) 

ampoules 2,2ml

Biologische Heilmittel Heel GmbH, 
Dr.-Reckeweg-Strasse 2-4, 76532 

Baden-Baden
Germany

Biologische Heilmittel 
Heel GmbH, Dr.-

Reckeweg-Strasse 2-4, 
76532 Baden-Baden

Germany PoM 19591/3 06.10.2025

5 Traumeel

achillea millefolium 
MT, aconitum napellus 

D1, arnica montana 
D3, atropa bella-donna 
D1, bellis perennis MT, 

calendula officinalis 
MT, echinacea MT, 
echinacea purpurea 

MT,hamamelis virginiana 
MT, hepar sulfuris D6, 
hypericum perforatum 
D6, matricaria recutita 
MT, mercurius solubilis 

Hahnemanni D6, 
symphytum officinale D4

ointment

0,9mg/g+0,5mg/g+15mg/
g+0,5mg/g+1mg/g+4,5mg/

g+1,5mg/g+1,5mg/g+4,5mg/
g+0,25mg/g+0,9mg/

g+1,5mg/g+0,4mg/g+1mg/g; 
50g aluminium tube

Biologische Heilmittel Heel GmbH, 
Dr.-Reckeweg-Strasse 2-4, 76532 

Baden-Baden
Germany

Biologische Heilmittel 
Heel GmbH, Dr.-

Reckeweg-Strasse 2-4, 
76532 Baden-Baden

Germany OTC 19610/4/1 06.10.2025

6 Credanil 25/250 levodopa, carbidopa tablets
250mg+25mg (50/5x10/) 

in blister
Remedica Ltd, Aharnon street, Limassol 

Industrial Estate, 3056 Limassol Cyprus
Remedica Ltd, Aharnon 
street, Limassol Industrial 

Estate, 3056 Limassol
Cyprus PoM 19349/1 06.10.2025

7 Rinofluimucil
acetylcysteine, 

tuaminoheptane 
(tuaminoheptane sulfate)

spray nasal
10mg/ml+5mg/ml; glass 

bottle with nebulizer 10ml
Zambon S.P.A., Via della Chimica, 9, 

Vicenza, 36100 Italy
Zambon S.P.A., Via Lillo 

del Duca, 10, Bresso, 
20091

Italy OTC 19100/4 06.10.2025

8 Salbutamol salbutamol (salbutamol 
sulfate)

suspension, 
pressurised 
inhalation

100mcg/dose; aluminium 
container with inhaler (200 

doses)

Glaxo Wellcome Production, Zone 
Industrielle N 2, 23 Rue Lavoisier, 27000 

Evreux 
France

Laboratoire 
GlaxoSmithKline, 100, 

route de Versailles, 78163 
Marly-Le-Roi cedex

France PoM 19038/2 06.10.2025



9 Solu-Medrol
methylprednisolone 
(methylprednisolone 

sodium succinate)

powder 
lyophilized for 
solution for i/m 
and i/v injection

250mg; (1) Act-O-Vial 
(250mg powder and 4ml 

solvent)
Pfizer Manufacturing Belgium N.V., 

Rijksweg 12, B-2870 Puurs 
Belgium

Pfizer H.C.P. 
Corporation, 235, East 
42nd  street, New York 

10017

USA PoM 19887/3 06.10.2025

10 Solu-Medrol
methylprednisolone 
(methylprednisolone 

sodium succinate)

powder 
lyophilized for 
solution for i/m 
and i/v injection

500mg; (1) glass vial with 
powder and (1) glass vial 

with solvent 7,8ml
Pfizer Manufacturing Belgium N.V., 

Rijksweg 12, B-2870 Puurs 
Belgium

Pfizer H.C.P. 
Corporation, 235, East 
42nd  street, New York 

10017

USA PoM 19888/3 06.10.2025

11 Solu-Medrol
methylprednisolone 
(methylprednisolone 

sodium succinate)

powder 
lyophilized for 
solution for i/m 
and i/v injection

1000mg; (1) glass vial with 
powder and (1) glass vial 

with solvent 15,6ml
Pfizer Manufacturing Belgium N.V., 

Rijksweg 12, B-2870 Puurs 
Belgium

Pfizer H.C.P. 
Corporation, 235, East 
42nd  street, New York 

10017

USA PoM 19889/3 06.10.2025

12 Diclofenac-Asteria
diclofenac (diclofenac 

sodium) tablets
50mg; (20/2x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-Si, 
Chungcheongbuk-do 

Korea South
Asteria LLC, 28 Tigran 
Mets str., office 24, 0018 

Yerevan

Republic of 
Armenia PoM 19995/3 06.10.2025

13 Diclofenac-Asteria
diclofenac (diclofenac 

sodium) tablets
100mg; (20/2x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-Si, 
Chungcheongbuk-do 

Korea South
Asteria LLC, 28 Tigran 
Mets str., office 24, 0018 

Yerevan

Republic of 
Armenia PoM 19996/3 06.10.2025

14 Gliatilin choline alfoscerate capsules 400mg; (14/1x14/) in  blister

Italfarmaco S.p.A., Viale Fulvio Testi, 330 
- 20126 Milan- packager, quality control, 
batch releaser, Catalent Italy S.p.A., Via 
Nettunense Km. 20, 100 - 04011 Aprilia 

(LT), Italy- bulk manufacturer 

Italy
Italfarmaco S.p.A., Viale 
Fulvio Testi, 330 - 20126 

Milan
Italy PoM 22097/1 06.10.2025

15 Ortophen
diclofenac (diclofenac 

sodium)
tablets gastro-

resistant 25mg; (30/3x10/) in blister
PJSC "Technolog", 8, Stara prorizna 

street, Uman, Cherkassy region, 20300 Ukraine
PJSC "Technolog", 8, Stara 

prorizna street, Uman, 
Cherkassy region, 20300

Ukraine PoM 20746/1 06.10.2025

16 Simethicone-Asteria simethicone tablets chewable 42mg; (60/6x10/) in blister
Medinfar Manufacturing S.A, Parque 
Industrial Armando Martins Tavares, 

Rua Outeiro Da Armada No 5, 
Condeixa-A-Nova, 3150-194 Sebal 

Portugal Asteria LLC, 72/3 Nairi 
Zaryan str., 0051 Yerevan 

Republic of 
Armenia

OTC 23086/1 06.10.2025



17 Flucinar fluocinolone acetonide ointment for 
external use

0,25mg/g; aluminium 
tube 15g

Pharmaceutical Company Jelfa S.A., 
ul. Wincentego Pola 21, 58-500 Jelenia 

Gora 
Poland

BAUSCH HEALTH 
IRELAND LIMITED, 

3013 Lake Drive, 
Citywest Business 

Campus, Dublin 24, D24 
PPT3

Ireland PoM 19987/3/1 06.10.2025

18 Ducressa

dexamethasone 
(dexamethasone 

sodium phosphate), 
levofloxacin (levofloxacin 

hemihydrate)

drops eye
1mg/ml+5mg/ml; 5ml 

plastic vial-droper

Santen Oy, Kelloportinkatu 1, Tampere, 
33100- batch releaser, Tubilux 

Pharma S.p.A., Via Costarica, 20/22, 
00071 Pomezia/Rome, Italy- bulk 

manufacturer, packager, quality control 

Finland
Santen Oy, 

Niittyhaankatu 20, 33720 
Tampere 

Finland PoM 20402/6/1 06.10.2025

19
Cefixim EXPRESS-

Pharmstandard
cefixime (cefixime 

trihydrate) tablets dispersible
400mg; (7/1x7/) in blister, 

(14/2x7/) in blister

Pharmaceutical Firm "LEKKO" CJSC, 
Vladimir region, Petushinskiy district, 
Volginsky settlement, Zavodskaya s., 
280- quality control, batch releaser, 

Pharmaceutical Firm "LEKKO" CJSC, 
Vladimir region, Petushinskiy district, 

Volginsky settlement, Zavodskaya 
s., 277, Russia- bulk manufacturer, 

packager 

Russia

Pharmaceutical Firm 
"LEKKO" CJSC, 601125, 

Vladimir region, 
Petushinskiy district, 
Volginsky settlement, 

Zavodskaya s., 278

Russia PoM 22620/1 06.10.2025



LIST

of the variations under the EAEU procedure not requiring reformulation of registration certificate  approved by the Center according to the meeting 

decision N 10-1/25  on October 06, 2025

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Postinor levonorgestrel tablets 0,75mg; (2/1x2/) in blister

Gedeon Richter PLC, Gyomroi 
ut 19-21, 1103 Budapest- bulk 

manufacturer, packager, batch releaser, 
Gedeon Richter PLC, Quality Control 
Laboratory, Gyomroi ut 19-21, 1103 
Budapest, Hungary- quality control 

(physicochemical), Gedeon Richter PLC, 
2510 Dorog, Esztergomi st. 27,  Hungary- 

quality control (microbiological) 

Hungary
Gedeon Richter PLC, Gyomroi ut 

19-21, 1103 Budapest Hungary OTC
ЛП-№001235-ГП-

АМ 06.10.2025

2 Detralex diosmin, hesperidin
tablets film-

coated

450mg+50mg; (28/2x14/) 
in blister, (30/2x15/) in 

blister, (36/3x12/) in blister, 
(56/4x14/) in blister, 
(60/4x15/) in blister

Les Laboratoires Servier Industrie 905, 
route de Saran, 45520 Gidy France

Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex France OTC

ЛП-№000822-ГП-
АМ 06.10.2025

3 Detralex diosmin, hesperidin
tablets film-

coated

450mg+50mg; (28/2x14/) 
in blister, (30/2x15/) in 

blister, (36/3x12/) in blister, 
(56/4x14/) in blister, 
(60/4x15/) in blister

SERVIER RUS Ltd, 108828, block 
158, possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex France OTC

ЛП-№000822-ГП-
АМ 06.10.2025

4 Detralex diosmin, hesperidin
tablets film-

coated
450mg+50mg; (30/2x15/) in 
blister, (36/3x12/) in blister, 

(60/4x15/) in blister

SERVIER RUS Ltd, 108828, block 
158, possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow- packager, 
quality control, batch releaser, Les 

Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy, France- bulk 

manufacturer

Russia
Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex France OTC

ЛП-№000822-ГП-
АМ 06.10.2025



5 Detralex diosmin, hesperidin tablets film-
coated

900mg+100mg; (18/2x9/) 
in blister, (27/3x9/) in 

blister, (30/3x10/) in blister, 
(60/6x10/) in blister

Les Laboratoires Servier Industrie 905, 
route de Saran, 45520 Gidy 

France Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex

France OTC ЛП-№000880-ГП-
АМ 06.10.2025

6 Detralex diosmin, hesperidin tablets film-
coated

900mg+100mg; (18/2x9/) 
in blister, (27/3x9/) in 

blister, (30/3x10/) in blister, 
(60/6x10/) in blister

SERVIER RUS Ltd, 108828, block 
158, possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow 
Russia Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex
France OTC ЛП-№000880-ГП-

АМ 06.10.2025

7 Halixol ambroxol (ambroxol 
hydrochloride)

tablets 30mg; (20/2x10/) in blister Egis Pharmaceuticals PLC, 1165 Budapest, 
Bokenyfoldi st. 118-120 

Hungary Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi st. 30-38

Hungary OTC ЛП-№000407-ГП-
AM 06.10.2025

8 Dramina dimenhydrinate tablets
50mg; (5/1x5/) in blister, 

(10/1x10/) in blister
JADRAN-GALENSKI LABORATORIJ 

d.d., Svilno 20, 51000 Rijeka Croatia
JADRAN-GALENSKI 

LABORATORIJ d.d., Svilno 20, 
51000 Rijeka

Croatia OTC
ЛП-№002813-ГП-

AM 06.10.2025

9 Sitadiab sitagliptin (sitagliptin 
hydrochloride monohydrate)

tablets film-
coated

100mg; (28/2x14/) in blister Gedeon Richter Romania S.A., Guza Voda 
str. 99-105, Targu-Mures, 540306 

Romania Gedeon Richter PLC, Gyomroi ut 
19-21, 1103 Budapest

Hungary PoM ЛП-№000724-ГП-
AM 06.10.2025

10 Sitadiab
sitagliptin (sitagliptin 

hydrochloride monohydrate)
tablets film-

coated 100mg; (28/2x14/) in blister

Gedeon Richter-RUS JSC, Lesnaya st. 40, 
Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- bulk manufacturer, 
quality control, batch releaser, Gedeon 

Richter-RUS JSC, Lesnaya st. 43/5, 
Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- packager 

Russia
Gedeon Richter PLC, Gyomroi ut 

19-21, 1103 Budapest Hungary PoM
ЛП-№000724-ГП-

AM 06.10.2025

11 Sitadiab
sitagliptin (sitagliptin 

hydrochloride monohydrate)
tablets film-

coated 100mg; (28/2x14/) in blister

Gedeon Richter-RUS JSC, Lesnaya st. 40, 
Shuvoye, Moscow region, Yegoriyevsky 
district, 140342- quality control, batch 

releaser, Gedeon Richter Romania S.A., 
Guza Voda str. 99-105, Targu-Mures, 
540306, Romania- bulk manufacturer, 

Gedeon Richter-RUS JSC, Lesnaya st. 43/5, 
Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- packager 

Russia
Gedeon Richter PLC, Gyomroi ut 

19-21, 1103 Budapest Hungary PoM
ЛП-№000724- ГП-

AM 06.10.2025



12 Yaz plus

pink tablet- drospirenone, 
ethinyl estradiol, levomefolate 
(levomefolate calcium); light 
orange tablet- levomefolate 

(levomefolate calcium)

tablets film-
coated kit

pink tablet-
3mg+0,02mg+0,451mg; light 
orange tablet-0,451mg; (28/24 

pink tablet+4 light orange 
tablet/), in blister, 3x(28/24 
pink tablet+4 light orange 

tablet/), in blister

Bayer Weimar GmbH & Co. KG,  
Dobereinerstrasse 20, 99427 Weimar Germany

Bayer AG, Kaiser-Wilhelm-Allee 
1, 51373 Leverkusen Germany PoM

ЛП-№002401-ГП-
АМ 06.10.2025

13 Diabeton MR gliclazide tablets modified-
release

60mg; (30/1x30/) in blister, 
(60/2x30/) in blister

Les Laboratoires Servier Industrie 905, 
route de Saran, 45520 Gidy 

France Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex

France PoM ЛП-№000531-ГП-
АМ 06.10.2025

14 Diabeton MR gliclazide
tablets modified-

release
60mg; (28/2x14/) in blister, 

(30/2x15/) in blister, 
(60/4x15/) in blister

SERVIER RUS Ltd, 108828, block 
158, possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex France PoM

ЛП-№000531-ГП-
АМ 06.10.2025

15 Diabeton MR gliclazide tablets modified-
release

60mg; (28/2x14/) in blister, 
(30/2x15/) in blister, 
(30/1x30/) in blister, 
(60/2x30/) in blister, 
(60/4x15/) in blister

SERVIER RUS Ltd, 108828, block 
158,possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow- packager, 
batch releaser, Les Laboratoires Servier 

Industrie 905, route de Saran, 45520 Gidy, 
France- bulk manufacturer, quality control 

Russia Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex

France PoM ЛП-№000531-ГП-
АМ 06.10.2025

16 Pronoran piribedil
tablets 

prolonged-
release coated

50mg; (30/2x15/) in blister, 
(30/1x30/) in blister

Les Laboratoires Servier Industrie, 905, 
route de Saran, 45520 Gidy France

Les Laboratoires Servier, 50, Rue 
Carnot, 92284 Suresnes Cedex France PoM

ЛП-№003873-ГП-
АМ 06.10.2025

17 Pronoran piribedil
tablets 

prolonged-
release coated

50mg; (29/1x29/) in blister, 
(30/1x30/) in blister

SERVIER RUS Ltd, 108828, block 
158, possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes Cedex France PoM

ЛП-№003873-ГП-
АМ 06.10.2025

18 Pronoran piribedil
tablets 

prolonged-
release coated

50mg; (29/1x29/) in blister, 
(30/1x30/) in blister

SERVIER RUS Ltd, 108828, block 
158, possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow- packager, 
quality control, batch releaser, Les 

Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy, France- bulk 

manufacturer 

Russia
Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes Cedex France PoM

ЛП-№003873-ГП-
АМ 06.10.2025

19 Hexicon
chlorhexidine (chlorhexidine 

bigluconate)
suppositories 

vaginal 16mg; (5/1x5/), (10/2x5/)

Nizhpharm JSC, 603105, Nizhny 
Novgorod, Salganskaya st., 7, s.1- quality 
control, batch releaser, Nizhpharm JSC, 

603105, Nizhny Novgorod, Salganskaya st., 
7, Russia- bulk manufacturer, packager 

Russia
Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 Russia OTC
ЛП-№002071-ГП-

AM 06.10.2025


